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DETAILED ACTION 

Claims 14-26 are pending. 

Election/Restrictions 

1 . Applicant's election without traverse of claims 14-18 and 25 and trehalose and 
Lactobacillus spp. as the species of additives and LAB, respectively, in the reply filed on 
November 2, 2009 is acknowledged. The requirement for restriction/election is deemed 
proper and is therefore made final. 

2. Claims 1 9-24 and 26 are withdrawn from further consideration pursuant to 37 
CFR 1 .142(b) as being drawn to nonelected inventions and species, there being no 
allowable generic or linking claim. 

3. Claims 14-18 and 25, insofar as they read upon the elected species, are 
examined in this office action. 

Claim Rejections - 35 USC §112 

4. The following is a quotation of the second paragraph of 35 U.S.C. 1 1 2: 

The specification sliall conclude witli one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

5. Claims 14-18 and 25 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

6. Claim 14 and its dependents are rendered indefinite by the recitation of "with the 
exception of a frozen lactic acid bacteria (LAB) culture that comprises ... and wherein 
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the culture comprises cryoprotective agent ..." at tlie last five lines of claim 14. It is 
unclear whether applicant intends for the claim to recite that the exception is only the 
LAB culture recited after "with the exception" or whether applicant intends for the claim 
to recite that the exception is also when the culture comprises the cryoprotective agents 
recited thereafter. If applicant intends the latter, it is recommended that applicant 
pluralize "exception", if applicant intends the former, it is recommended that the two 
terms be separated by a line break. 

7. It is further unclear in claim 14 how applicant intends for the items following the 
term "with the exception of to be an exception. Applicant could intend to recite that, if 
the LAB are able to utilize sucrose, then the cryoprotective agents recited thereafter are 
utilized; that LAB that are able to utilize sucrose are excluded from the LAB that are 
useful in the composition; or some other alterative. 

8. Claim 16 is rendered indefinite by the recitation of "selected from the group 
comprising". The use of the term "comprising" instead of "consisting of results in an 
improper Markush style claim. Alternative expressions are permitted only if they present 
no uncertainty or ambiguity with respect to the question of scope or clarity of the claims. 
The term "selected from the group comprising" renders the claim indefinite because it is 
unclear what is and is not included in the group recited thereafter. See MPEP 
2173.05(h). 
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Claim Rejections - 35 USC § 102 

9. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1 ), (2), and (4) of section 371 (c) of this 
title before the invention thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AlPA) and the Intellectual Property and High Technology Technical 
Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AlPA (pre-AlPA 35 U.S.C. 102(e)). 

10. Claims 14-18 and 25 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Bisgaard-Frantzen et al. (WO 2004/065584 A1; reference cited in IDS). 

1 1 . The applied reference has common inventors with the instant application. Based 
upon the earlier effective U.S. filing date of the reference, it constitutes prior art under 
35 U.S.C. 102(e). This rejection under 35 U.S.C. 102(e) might be overcome either by a 
showing under 37 CFR 1 .132 that any invention disclosed but not claimed in the 
reference was derived from the inventor of this application and is thus not the invention 
"by another," or by an appropriate showing under 37 CFR 1 .131 . 

12. The claims recite a pellet-frozen lactic acid bacteria (LAB) culture in a 
commercially relevant package that has a weight of at least 50 g frozen material. 
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wherein the frozen material Is present In the form of individual pellets, having a content 
of viable bacteria of at least 10.sup.9 colony forming units (CFU) per g frozen material 
and comprising from 0.5% to 1 3% of an additive compound measured as w/w of the 
frozen material, wherein the additive compound Is an additive compound that Is 
trehalose, and which further is characterized by, when using an amount of 10% of the 
additive compound measured as w/w of the frozen material, the compound is able to 
Increase the Tm' (onset temperature of Ice melting) of the frozen lactic acid bacteria 
(l_AB) culture, which without the additive compound has a Tm' value from -70 degrees C 
to -46 degrees C, to a Tm' value above -46 degrees C, such as from -45 degrees C to - 
15 degrees C. (measured by DSC) and wherein the frozen lactic acid bacteria (LAB) 
culture Is characterized by that when stored at approximately -46 degrees C for 7-14 
days the Individual pellets of the frozen culture are not sticking together and therefore 
substantially remain as individual pellets where this is measured by following test the 
individual pellets of the frozen culture are pellet frozen In liquid nitrogen and 100 
Individual pellets (around 5-100 g of pellets) are poured Into a petrldlsh, thus forming a 
thin layer of loose Individual single pellets, the layer being characterized In that the 
majority of the pellets are in physically contact with one or more of its neighbor pellets, 
placed at approximately -46 degrees C for 7-14 days and examined to see if the pellets 
are still loose or if the pellets had made clumps or are sticking together wherein the 
criteria for that the Individual pellets of the frozen culture substantially remain as 
Individual pellets are that at least 80 of the 100 Individual pellets remain as loose 
Individual single pellets; with the exception of a frozen lactic acid bacteria (LAB) culture 
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that comprises LAB that are able to utilize sucrose and wherein the culture comprises 
cryoprotective agent compound selected from the group consisting of sucrose in an 
amount from 2% to 13% of sucrose measured as w/w of the frozen material; and 
trehalose in an amount from 4% to 6% of trehalose measured as w/w of the frozen 
material; and a trehalose/sucrose mixture both in the amount of 13% measured as w/w 
of the frozen material. The claims further recite that the culture is a mixed mesophilic 
culture consisting of mesophilic bacteria having optimum growth temperatures at about 
30 degrees C, and wherein the LAB is Lactobacillus spp. The claims also recite that the 
frozen lactic acid bacteria (LAB) culture is a culture which without comprising the 
additive compound has a Tm' value of from -70 degrees C to -46 degrees C, and that 
the frozen lactic acid bacteria culture comprises from 5% to 10% of the additive 
compound measured as w/w of the frozen material. The claims also recite a pellet- 
frozen lactic acid bacteria (LAB) culture obtainable by the method for making a frozen 
lactic acid bacteria (LAB) culture of the claims. 

13. The reference teaches LAB, including mesophilic bacteria and Lactobacillus spp., 
that are pellet frozen in individual pellets having a content of viable bacteria of at least 
10® CFU per g frozen material and comprising 5 to 10% of an additive, such as 
trehalose (abstract, p. 11, lines 10-13, 29-32, p. 12, lines 14-18, p. 13, line 25-p. 14, line 
4). The reference teaches that they may be packaged in commercially relevant 
pacacking that has a weight of at least 50 g frozen material (p. 1 0, lines 1 5-31 ). The 
reference teaches that the compositions comprise all of the features recited in the 
claims; and any such features that are not recited by the reference would be inherently 
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possessed by the prior art composition. The claims recite a composition and method in 
terms of a function, property or characteristic. The composition of the prior art is the 
same as that of the claim but the function is not explicitly disclosed by the reference. 
14. Therefore, the reference anticipates all of the limitations of the claims. 



Claim Rejections - 35 USC § 103 

1 5. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

16. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

17. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
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consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

18. Claims 14-18 and 25 rejected under 35 U.S.C. 103(a) as being unpatentable 
over Kringelum et al. (WO 00/39281 ; reference cited in IDS) in view of Jespersen 
(reference cited in IDS; see attached partial machine translation). The claims recite a 
pellet-frozen lactic acid bacteria (LAB) culture in a commercially relevant package that 
has a weight of at least 50 g frozen material, wherein the frozen material is present in 
the form of individual pellets, having a content of viable bacteria of at least 1 0.sup.9 
colony forming units (CFU) per g frozen material and comprising from 0.5% to 13% of 
an additive compound measured as w/w of the frozen material, wherein the additive 
compound is an additive compound that is trehalose, and which further is characterized 
by, when using an amount of 10% of the additive compound measured as w/w of the 
frozen material, the compound is able to increase the Tm' (onset temperature of ice 
melting) of the frozen lactic acid bacteria (LAB) culture, which without the additive 
compound has a Tm' value from -70 degrees C to -46 degrees C, to a Tm' value above 
-46 degrees C, such as from -45 degrees C to -15 degrees C. (measured by DSC) and 
wherein the frozen lactic acid bacteria (LAB) culture is characterized by that when 
stored at approximately -46 degrees C for 7-14 days the individual pellets of the frozen 
culture are not sticking together and therefore substantially remain as individual pellets 
where this is measured by following test the individual pellets of the frozen culture are 
pellet frozen in liquid nitrogen and 100 individual pellets (around 5-100 g of pellets) are 
poured into a petridish, thus forming a thin layer of loose individual single pellets, the 
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layer being characterized in tliat tlie majority of the pellets are in physically contact with 
one or more of its neighbor pellets, placed at approximately -46 degrees C for 7-14 days 
and examined to see if the pellets are still loose or if the pellets had made clumps or are 
sticking together wherein the criteria for that the individual pellets of the frozen culture 
substantially remain as individual pellets are that at least 80 of the 100 individual pellets 
remain as loose individual single pellets; with the exception of a frozen lactic acid 
bacteria (LAB) culture that comprises LAB that are able to utilize sucrose and wherein 
the culture comprises cryoprotective agent compound selected from the group 
consisting of sucrose in an amount from 2% to 1 3% of sucrose measured as w/w of the 
frozen material; and trehalose in an amount from 4% to 6% of trehalose measured as 
w/w of the frozen material; and a trehalose/sucrose mixture both in the amount of 13% 
measured as w/w of the frozen material. The claims further recite that the culture is a 
mixed mesophilic culture consisting of mesophilic bacteria having optimum growth 
temperatures at about 30 degrees C, and wherein the LAB is Lactobacillus spp. The 
claims also recite that the frozen lactic acid bacteria (LAB) culture is a culture which 
without comprising the additive compound has a Tm' value of from -70 degrees C to -46 
degrees C, and that the frozen lactic acid bacteria culture comprises from 5% to 10% of 
the additive compound measured as w/w of the frozen material. The claims also recite a 
pellet-frozen lactic acid bacteria (LAB) culture obtainable by the method for making a 
frozen lactic acid bacteria (LAB) culture of the claims. 

19. Kringelum teaches frozen and liquid cultures of LAB, such as mesophilic bacteria 
and Lactobacillus spp., wherein the frozen material is present at amounts up to 10^^ 
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CFU per mL (abstract, p. 1, lines 29-35, p. 6, lines 6-10, p. 8, lines 1-25). The reference 
teaches that up to 90% of the bacteria may be viable (p. 9, lines 24-34); thus, the 
amount of bacteria recited in the claims would be present in the composition of 
Kringelum. The reference teaches that the composition may comprise additives such as 
trehalose and that such additives may be present at 5%, for example (p. 4, lines 15-18, 
p. 7, lines 15-29). The reference does not teach all of the properties of the compositions 
recited in the claims, but it appears that, since the compositions possess nearly the 
same components, that they would inherently possess the claimed characteristics, or 
that the claimed characteristics could be achieved in the course of routine 
experimentation. The claims recite a composition and method in terms of a function, 
property or characteristic. The composition of the prior art appears to be the same as 
that of the claim but the function is not explicitly disclosed by the reference. Once 
rationale is provided to show that the claimed invention appears to be the same or 
similar to that of the prior art, the burden shifts to applicant to come forward with 
evidence establishing an unobvious difference between the claimed product and the 
prior art product (MPEP § 21 12). Kringelum does not specifically teach that the frozen 
cultures are in a pellet or in the specified packaging. 

20. Jespersen teaches methods of freezing liquid products, such as microbial 
cultures, into liquid drops or pellets (see partial English translation, attached, p. 1). The 
reference teaches that it is well-known in the laboratory to prepare such pellets and 
methods of preparing the products at an industrial or commercially relevant scale (see 
partial English translation, pp. 1-2). Although Kringelum does not teach pellet-frozen 
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bacterial cultures, one of ordinary skill in the art would be motivated to modify the 
teachings recited therein with the teachings of Jesperson to arrive at pellet-frozen LAB 
cultures because Kringelum teaches that any known method of freezing the culture may 
be used (p. 8, lines 8-12) and Jesperson teaches that the method is compatible with any 
bacterial culture (see partial English translation, p. 1). One of ordinary skill in the art 
would therefore have been able to select, with a reasonable expectation of success, a 
known method for freezing a bacterial culture, such as that of Jesperson, for use with 
the claimed invention. One of ordinary skill in the art would further have been able to 
arrive at the claimed packaging because both Kringelum and Jesperson are directed to 
the production of commercial products, and could therefore have arrived at the claimed 
packaged product in the course of routine experimentation. It would therefore have 
been obvious to one of ordinary skill in the art to combine the teachings discussed 
above to arrive at the claimed invention. 

21 . Thus, the claimed invention as a whole was prima facie obvious over the 
combined teachings of the prior art. 



Double Patenting 

22. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g.. In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.Sd 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
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1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

23. A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

24. Effective January 1 , 1 994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

25. Claims 14-18 and 25 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-6, 9, 13, 16 
and 20-23 of copending Application No. 10/543240. Although the conflicting claims are 
not identical, they are not patentably distinct from each other because the claims of the 
copending application recite nearly all of the features recited in the claims of the instant 
application. Those features that are not recited in the claims of the copending 
application are rendered obvious the claims of the instant application because they 
copending application clearly sets forth in the specification that the composition claimed 
in the copending application possesses the characteristics of the composition recited in 
the instant claims. Thus, the claims of the instant application are rendered obvious in 
view of the claims of the copending application. 

26. This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 



Conclusion 

No claims are allowed. 
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Any inquiry concerning tliis communication or earlier communications from the 
examiner should be directed to SHERIDAN R. MACAULEY whose telephone number is 
(571)270-3056. The examiner can normally be reached on Mon-Thurs, 7:30AM- 
5:00PM EST, alternate Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Wityshyn can be reached on (571 ) 272-0926. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

SRM 



/Ruth A. Davis/ 

Primary Examiner, Art Unit 1651 



